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Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 Diagnostic Ultrasound Systems 
Ultrasound Division 510(k) Submission 


510(K) SUMMARY 


Sonoline G50™ and Sonoline G60 STM Diagnostic Ultrasound Systems 


This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance 
with the Safe Medical Device Act of 1990 revisions to 21 CFR, Part 807.92, Content and Format ofa 
510(k) Summary. 


1. 


Submitted By: 

Siemens Medical Solutions USA, Inc., Ultrasound Division 
22010 S.E. 51st Street 

Issaquah, WA 98029 


Contact Person: 
Patrick J Lynch 
Regulatory Affairs 


Phone: (425) 557-1825 
FAX: (425) 391-9198 


Date Prepared: 
November 25, 2003 


Proprietary Name: 
SONOLINE G50™ Ultrasound System and SONOLINE G60 S™ Ultrasound System 


Common/ Usual Name: 
Diagnostic Ultrasound System with Accessories 


Classification Name: 

21 CFR 892.1550 

Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Code 90-I'YN 
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Cade 90-IYO 
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX 


Predicate Device: 

K020353, 2/13/2002, SONOLINE G50 and SONOLINE G60 S. 

K032111, 7/18/2003, ACUSON CV70 Cardiovascular System 

K003525, 11/22/2000, Medison Voluson 730 

K003125, 10/20/2000, SONOLINE Elegra (with Axius™ Automated OB Calipers and 3D 
measurements) 


Device Description: 

The G50/G60 S are general purpose, mobile, software-controlled, diagnostic ultrasound systems 
with on-screen displays for thermal and mechanical indices related to potential bioeffect 
mechanisms. Their function is to acquire primary or secondary harmonic ultrasound echo data 
and display it in: B-Mode, M-Mode, Pulsed (PW) Doppler Mode, Continuous (CW) Doppler Mode, 
Color Doppler Mode, Amplitude Doppler Mode, a combination of modes, or Harmonic imaging, or 
3D/4D imaging, on a CRT display. 


The G50/G60 S have been designed to meet the following product safety standards: 


= UL 2601-1, Safety Requirements for Medical Equipment 
= CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment 
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Ultrasound Division »—€ @oÒoo ooo Òb) Sym 
® AIUM/NEMA UD-3, 1998 Standard for Real Time Display of Thermal and Mechanical 
Acoustic Output Indices on Diagnostic Ultrasound Equipment 
= AIUM/NEMA UD-2, 1998 Acoustic Output Measurement Standard for Diagnostic Ultrasound 
=" 93/42/EEC Medical Devices Directive 
= Safety and EMC Requirements for Medical Equipment 
= ENAEC 60601-1 
= EN/IEC 60601-1-1 
a EN/IEC 60601-1-2 
= |EC 1157 Declaration of Acoustic Power 
= ISO 10993 Biocompatibility 


5. Intended Uses: 
The G50/G60 S ultrasound imaging systems are intended for the following applications: General 
Radiology, Abdominal, Intraoperative, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic, 
Neonatal/Adult Cephalic, Urology, Vascular, Musculoskeletal, Superficial Musculoskeletal, and 
Peripheral Vascular applications. 


The system also provides for the measurement of anatomical structures and for analysis 
packages that provide information that is used for clinical diagnosis purposes. 


6. Technological Comparison to Predicate Device: 
The SONOLINE G50/G60 S are substantially equivalent to the SONOLINE G50 & G60 S, cleared 
via K020353; SONOLINE CV70, cleared via K032111; SONOLINE Elegra with Axius OB 
Calipers, cleared via K003125; and Medison Voluson 730, cleared via K003525. All systems 
transmit ultrasonic energy into patients, then perform post processing of received echoes to 
generate on-screen display of anatomic structures and fluid flow within the body. All systems 
allow for specialized measurements of structures and flow, and calculations. 


End of 510(k) Summary 
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(@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 
Tecra 


Food and Drug Administration 


í J AN 9 8 2004 9200 Corporate Boulevard 


Rockville MD 20850 


Siemens Medical Solutions USA, Inc. 
Ultrasound Group 

% Mr. Mark Job 

Responsible Third Party 

Regulatory Technology Service, LLC 
1394 25º Street NW 

BUFFALO MN 55313 


Re: K040060 
Trade Name: SONOLINE G50/G60 S Diagnostic Ultrasound System 
Regulation Number: 21 CFR 892.1550 
Regulation Name: Ultrasonic pulsed doppler imaging system 
Regulation Number: 21 CFR 892.1560 
Regulation Name: Ultrasonic pulsed echo imaging systems 
Regulation Number: 21 CFR 892.1570 
Regulation Name: Diagnostic ultrasonic transducer 
Regulatory Class: II 
Product Code: 90 TYN, IYO, and ITX 
Dated: January 9, 2004 
Received: January 13, 2004 


Dear Mr. Job: 


We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and we have determined the device is substantially equivalent (for the 
indications for use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of the 
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to 
the general controls provisions of the Act. The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good manufacturing practice, labeling, 
and prohibitions against misbranding and adulteration. 


This determination of substantial equivalence applies to the following transducers intended for 
use with the SONOLINE G50/G60 S Diagnostic Ultrasound System, as described in your 
premarket notification: 


Transducer Model Number 


C5-2 Convex Array 
C6-2 Convex Array 
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C8-5 Convex Array 
5.0C50+ Convex Array . 

C6-3 3D Mechanically Driven 3D Convex Array 
EV9-4 Convex Array Endovaginal 
Endo-VII Mechanical Sector Endovaginal 
Endo-V 3D Mechanical Sector Endovaginal 
EC9-4 Convex Array Endovaginal 
BE9-4 Convex Array Endocavity 
5.0L45 Linear Array 
7.5L70 Linear Array 
LB5-2 Linear Array 
L10-5 Linear Array 
VF13-5 Linear Array 
VF13-5SP Linear Array 
7.5L501 Linear Array 
7.5L500 Linear Array 
LAP8-4 Laparoscopic 
P4-2 Phased Sector Array 
5.0P10 Phased Sector Array 
MPT7-4 Phased Sector Array Tee 
CW2 Continuous Wave Doppler 
CWS Continuous Wave Doppler 


If your device is classified (see above) into either class II (Special Controls) or class HI (PMA), 
it may be subject to such additional controls. Existing major regulations affecting your device 
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA 
may publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. 


This determination of substantial equivalence is granted on the condition that prior to shipping 
the first device, you submit a postclearance special report. This report should contain complete 
information, including acoustic output measurements based on production line devices, requested 
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers 
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special 
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved 
levels), then the 510(k) clearance may not apply to the production units which as a result may be 
considered adulterated or misbranded. 


The special report should reference the manufacturer’s 510(k) number. It should be clearly and 
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to: 
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Food and Drug Administration 

Center for Devices and Radiological Health 
Document Mail Center (HFZ-401) 

9200 Corporate Boulevard 

Rockville, Maryland 20850 


This letter will allow you to begin marketing your device as described in your premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus permits your device to 
proceed to market. 


If you desire specific advice for your device on our labeling regulation (21 CFR Part 801, please 
contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the 
promotion and advertising of your device, please contact the Office of Compliance at (301) 594- 
4639. Also, please note the regulation entitled, “Misbranding by reference to premarket 
notification” (21 CFR Part 807.97). Other general information on your responsibilities under the 
Act may be obtained from the Division of Small Manufacturers, International and Consumer 
Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597 or at its Internet address 
“http://www.fda.gov/cdrh/dsmamain.html”. 


If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at 
(301) 594-1212. 


Sincerely yours, 


Cal A 4, prev 
por Nancy C. Brogdon 

Director, Division of Reproductive, 

Abdominal and Radiological Devices 

Office of Device Evaluation 

Center for Devices and Radiological Health 


Enclosure(s) 
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Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): WIEP (SONOLINE G50/G60 S Family) 


Device Name: SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


Clinical Application: af pwp | cwp | Color | Amplitude Tara Other | 
Doppler | Doppler A (Specify) 


Fophihalmies . — PERSI Ai 
Fea Pe ER E P f P | | emoc] 
abdominal | [ere] P_|P_|] Pe | P_ | | BMoc | Note2345 | 
Fi I I I E E 
Note 6 
Intraoperative 
ESTORIL EE 
[Pediarie | |P [P|P_|P_| P | P | | BMDC | Note2345 | 
aem f fefe ee e [e [ [ooo | penoso — 
[NeonatalCophaic |__| P_|P| pep |p] Pp | P | | BMDC | Noes | 
[Adut Cephalic | [Pp{pf{p |] P_|_ ep | Pp {| svoe 
Cardiac [| [e|e| e |e] e | P | — [OM] Noted7___ | 
[Transesophageal ||P |P | P_| E | PTP | [eme] Note237 | 
Transret | felej P J] P [ ep | leme 
[Transvagina | [PePe] | e | Pp ù [BMDC | Note2345 | 
Transurethral PER E i e i DESA ES a Esse 
[PESA Tr RR RR RO RE 
| Peripheral vessel | | P| P| P| P | P | J = 
Pù P] Pp Pf e | | BMDC 


Re 

[Laparoscopic | | 

[= A 
Conventional 

Musculo-skeletal | jeter. 

Superficial i 


Other (specify) 
N=new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE {F NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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(Division Sign-Off} 
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and Radiological i 
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Diagnostic Ultrasound Indications for Use Form 

510(k) Number (if known): #¢@@@@mB (SONOLINE G50/G60 S Family) 

Device Name: . C5-2 Convex Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 

Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


Glinical Application ; Color ; 
A PWD | CWD Color | Amplitude Velocity Combined Other 
Doppler | Doppler imagina (Specify) (Specify) 


opname II OA T T7 T To Do Too D~ —— 
Fea OSC Ph TP] [__ | P | P | [em] Note2,345 | 
[Abdomina | _ [P{P[P|__[ P | P | [| BMDC | Note2,345 | 
N 
Abdominal 

GE E I O 
Neurological 

lediatie | _|P|P| P| | e | P |__| Eme] Note2,348 | 
smatorgan E | COC I I E CE PS 
Iineonatal Cephas | | || | | {| |__| |__| 
rAduitCephatic | | | | | | [o | [| [| 
re: sa PRE a a ES I Ea 
[Trans-esophageai | [|| | | [|__| | | i 
SS «| {| | | [| | | |__| ES 
[Transvaginal | {| | [| | | | OT RE sa 
Transurethral | 14 LL [1 To oi |__| EE ssa 
intravascular | C T [| CO To Ofo oo o id eg 
I I DONO IE IA NT 
| Laparoscopic | RR EI DA RSA RS ee DS 


Musculo-skeletal 
| Superficial 
Other (Specify) 


N = new indicaton; P = previously cleared by FDA; E = added under Appendix E 


Musculo-sketetal 
Conventional 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109} 
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Diagnostic Ultrasound Indications for Use Form 


510(k} Number (if known): «ita {SONOLINE G50/G60 S Family) 


Device Name: C6-2 Convex Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


Color 
Velocity 
Imaging 


Other 
(Specify) 


Note 2,9,4,5 


Note 2,3,4,5 


Amplitude Combined 


Doppler 


[Ophthalmic | 

[Fetal | 

[Abdominal | 

fsa (| 
Abdominal 

Intraoperative 

Neurological 


| Pediatrie | 
[Small Organ | | 
[Neonatal Cephalic | | 
NE 
ES 
ER 
= 


Mio 
<|< 
DIO 

(e) 


O 


e) 


ive] 
(w) 


Adult Cephalic i 


BMDC Note 2,3,4,5 


Peripheral vessel 


| | 
BI 
E 
= 

Musculo-skeletal 
EE 
| 


Musculo-skeletal 
Superficial 


Other (specify) 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 


510(k) Number (it known): AMME (SONOLINE G50/G60 S Family) 


Device Name: C8-5 Convex Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


; Color . 
CWD Color | Amplitude Velocity Combined Other 
Doppler | Doppler imagine (Specify) (Specify) 


Intraoperative 
Neurological 


Small Organ 
Note 1 


Transvaginal 
Conventional 
Musculo-skeletal 


Superficial 
Other (specify) 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known); aeai (SONOLINE G50/G60 S Family) 


Device Name: 5.0C50+ Convex Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


Clinical Application Combined Other 
(Specify) (Specify) 


Abdominal 
; Intraoperative 
| Neurological 


Note 1 


Conventional 
Superficial 


Other (specify) 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4. B&W SieScape panoramic imaging 

Note 5. Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): #8888 (SONOLINE G50/G60 S Family) 


Device Name: C6-3 3D Mechanically Driven 3D Convex Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems - 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


Color A 
Color | Amplitude +, |Combined Other 
fo [eleje Doppler | Doppler | imaging | Speci) | (Specit) 


ee A eee 
|__| emoe | Note 23.45 | 
| | BMDC | Note2,345 | 


|__| BMDC |  Note?,345 | 
[poca 


Clinica! Application 


mami 11] 
ra Ss 
Abdominal [O 


a Je] 
Abdominal 
ess | 
Neurological 


Pediatrie | 

Note 1 

Neonatal Cephalic | | E | E 

| Adult Cephalic | | 

[Cardiac | 

| Transesophageal | | 

SETE DR el 

Personal} 
zi 


BMDC Note 2,3,4,5 


Transurethral 


Intravascular 


Peripheral vessel | | 
Laparoscopic us 


FEES -- ds 
Conventional 
Musculo-skeletal PS EA 
Superficial 
Other (speci) | | | IL 
N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): ARIENNMS. (SONOLINE G50/G60 S Family) 


Device Name: EV9-4 Convex Array Endovaginal Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


| Color E 
Color | Amplitude a (Combined Other 
E maging 
Ophthalmic 


Clinical Application 


E 
| Abdominal 
| 


es 
ua 
| Abdomi ica 
ee 
Abdominal SÙ 
co 


intraoperative 
Neurological 


Small Organ 
Note 1 


Neonatal Cephalic 


da 
[Adult Cephalic | | 
[Cardiac 1 | 
|Transesophageal | | 
|| 
|| 
= 


intravascular | 
Peripheral vessel | | | 


| Musculo-skeletal 
Conventional 


Musculo-skeletal 
Superficial 


Other (specify) 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2. Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) i 


Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): AEREAS (SONOLINE G50/G60 S Family) 


Device Name: Endo-VII Mechanical Sector Endovaginal Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


Color | Amplitude Nona Combined Other 
Doppler | Doppler ty (Specify) (Specify) 


Imagina 


Intraoperative 
Neurological 
Pediatric 
Small Organ 
Note 1 


Transrectal 


[Transurethral | 
Musculo-skeletal 
Conventional 


Musculo-skeletal 
Superficial 


| Other (specify) 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known):  M@@@@88 (SONOLINE G50/G60 S Family) 


Device Name: Endo-V 3D Mechanical Sector Endovaginal Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


rr a — 
Mode of Operation 
Clinical Application x pwp | cwo | Color | Amplitude tea Combined Other 
Doppler | Doppler Mao (Specify) (Specify} 
Ophthalmic 


i = 

El 

= 

ee | 
Abdominal 


Intraoperative 
Neurological 
Pediatric 


Small Organ 
Note 1 


pa 

[ Neonatal Gephaie_[__|_N | N 
e 
— 


= 
rFransesophagear | | 
transrectal | [N] 
transvaginal | |P] 
Transurethral | |_| 
am at 

ees 

E 


| Intravascular 
Peripheral vessel 
Laparoscopic 


si ii 

Musculo-skeletal 

TERRE CE Edo 
E O Es 
Superficial 

[mer (speciy__{ [AI | d | ERES 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


(Division Sian- Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices K O 
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Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): | kane. (SONOLINE G50/G60 S Family) 


Device Name: EC9-4 Convex Array Endovaginal Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Velocity 
imaging | SPecity) 


Mode of Operation 
ke ae pwolewo| Color |Amplitude| yc, {Combined Other 
Doppler | Doppler i (Specify) 


[Ophthaimic | | 
[Fetal | 
[Abdominal | 
Abdominal 
Intraoperative 
Neurological 


[Pediatric | 
il 
| 


BMDC Note 2,3,4,5 


i (Note 1 
| Neonatal Cephalic | 
[Cardiac | 
| Transesophageal | | 
[Transrectal | 
[Transvaginal | | 
[Transurethrai___| | 
Es 
= 


BMDC Note 2,3,4,5 


Intravascular 


Peripheral vessel 
Laparoscopic Es 


RS IS 
Es 
Musculo-skeletal 
Er E Ea 
Es I 
| Superficial 
EE T f o 


| Other (specify) 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


_ her hh, 


{Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices ; 
510(kj Number e KOLOD 


November 24, 2003 11 


Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 


Ultrasound Division 510(k) Submission 
Diagnostic Ultrasound Indications for Use Form 
510(k) Number (if known): K 
Device Name: BE9-4 Convex Array Endocavity Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


i Color ; 
Color | Amplitude « | Combined Other 
[e [e [e [pro [oro ci [une e [St 


(Specify) 


Clinical Application 


| Ophthalmic 
Abdominal | | 


Abdominal 
so 
Neurological 
Pediatric TT | | 
pe DN 
Note 1 
[Neonatal Cephalic | | | 


E E 
[Cardia | 1] 
[Transesophageal | | | 
ALN 

[N 


Note 2,3,4,5 


[o 
= 
| 
£ 


Z 


Note 2,3,4,5 
Note 2,3,4,5 


Transvaginal | 
Transurethral” | | 
[intravascular | [| 
EE i 
EA 


w 
= 
Q 

S 

ZIZ 


Peripheral vessel 
Laparoscopic 


=== pl 
Conventional 

Musculo-skeletal EN 
Superficial 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note2 Ensemble tissue harmonic imaging 

Note3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5. Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFA 801.109) 


pth 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


ans Sadiclogical Devices ; 
510(k) Number COLOCO. 


November 24, 2003 12 


Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 
Ultrasound Division §10(k) Submission 


Ultrasound Division Z ND ] ee “7 CDTI 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): : (SONOLINE G50/G60 S Family) 
Device Name: 5.0L45 Linear Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


q Color À 
Color | Amplitude =. | Combined Other 
PWD | CWD Velocity : i 
e [Pwo [co Boppier || Peperer Imaging (Specii) (Spectty) 
Note 2,3,4,5 


es) 
= 
Q 
O 


É Intraoperative 
Abdominal 


Intraoperative 
Neurological 


MDC(N) 
Note 1 

[Cardiac | 

| Transesophageal | 


Transrectal [= SS 
Transvaginal li FA 


Note 2,3,4,5 
Note 2,3,4,5 


TEARS 
ae Note 2,3,4,5 
Musculo-skeletal 
Superficial 


Other (specify) 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Notet For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4. B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


a, 


{Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices NG, 
510(k) Number E LOLONÇO 
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Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 


Ultrasound Division 510(k) Submission 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): #@a#@856-(SONOLINE G50/G60 S Family) 


Device Name: 7.5L70 Linear Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


i Color . 
Color | Amplitude = |Combined Other 


Clinical Application 


! 


[Ophthalmic J | | 
Fea | 
[Abdominal | | | 
fe DD 
Abdominal 
Intraoperative 
Neurological 


[Pediatric S| 
fas | 
Note 1 


ee 
IEEE 
[Cardiac 1 1 | 
[Transesophageal | | | 
EXE 

ERES 

Es 

= 


Ail 


BMDC Note 3,4,5 


jes} 
<= 
Q 
O 


| Transrectal 


Transurethral 


Intravascular 


Note 3,4,5 


DD 
< 
Q 
O 


Conventional 

= sci 
Superficial 

| Other (specify) 1 


Other (specify) 
N = new indication; P = previously cleared by FDA; E = added under Appendix E 


| 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4. B&W SieScape panoramic imaging 

Note 5. Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note7 Contrast agent imaging 


{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use {Per 21 CFR 801.109) 


{Division Sign-Off) 
Deasion of Reproductive, Abdominal 


and Raciological Devices 
510{k) Number _ RDULO0OGO + 
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Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 
Ultrasound Division 510(k) Submission 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): #@@@@6@: (SONOLINE G50/G60 S Family) 


Device Name: LB5-2 Linear Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


; Color . 
J Color | Amplitude | Combined Other 
BEER dii Doppler | Doppler | kongin | (Speciy) | (Specify) 


MD Note 4,5 
MDG Note 4,5 


Clinica! Application 


{ Ophthalmic 
E 


[va] 
O 


ive] 


= 
= 
[Abdominal | | 


Intraoperative 
Abdominal 


Intraoperative 


Neurological ii 
EE | 
[Small Organ | | 
[Neonatal Cephaic | | 
[Adult Cephalic | | 
[Cardiac | | 
[Transesophageal | | 
[Transrectal J | 
Transvaginal 1 

=z 


Musculo-skeleta! 
Conventional 


Musculo-skeletal 
Superficial 
Other (specify) 


N = new indication; P = previously cleared by FDA; E = added Lnder Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


Division of Reproductive, Abdominal, 


and Radiologica! Devices j ( ; rf A DG O 
510{k} Number 


November 24, 2003 15 


Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 


Ultrasound Division 510(k) Submission 
Diagnostic Ultrasound Indications for Use Form 

510(k) Number (it known): gegen» SONOLINE G50/G60 S Family) 

Device Name: L10-5 Linear Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


3 Color 
Amplitude À 
Doppler aera (Specify) 
E a DR 
DS RE FERAS SE E DE 
ee |__| 8Moc | Note2345 | 
rei dea 
Neurological 
[Pediatric | [P] ae | | Bmc 
moa | fefe e [e [e | [ooo] nesses — 
FNeonataiCephaic | _|NIN]|N | | N | N | _ [Bmocm 
Giclee 
de= lol ele cs ES ISSA) 
TTT. ES DA DS ii RS E ee 
mea i e ate E ES E CASSA 
sand Lol 5 eg ee ESSA 
EEE DS (O O FE A E O PS ee 
EESC Ea 0 bes SS DESA SS PR I E 
Peripheral vessi |__| P_|P] ep} [ ep | P | — [eme] Note2345 | 
EE Eu dE SE nua Eis SS 
E EE ro 
Conventional 19,4, 


BMDC Note 2,3,4,5 


Q 
= 
Q 
QO 


Cee 
Si ae es 
Superficial 

Es Re eee 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


i Ghuwil 6 


{Division Sin Off} 


Leon at Reproductive, Abdominal, 
ami Sariolemeoal Devices 


519k) Number Om KOHOOGO _ 
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Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 
Ultrasound Division 510(k) Submission 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (it known): #@a@@66-(SONOLINE G50/G60 S Family) 


Device Name: VF13-5 Linear Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Clinical Application 


Mode of Operation 
; “Color i 
Color | Amplitude {Combined Other 
ao |m [wo feno Doppler | Doppler | imagina | (Seecily) (Specify) 
Ophthalmic a 


|| 
= 
Abdominal | 


Abdominal 
Intraoperative 
Neurological 


BMDC Note 3,4,5 
BMDC 


(N) 


Pediatric = 

en 
Nate 1 

[Neonatal Cephalic | 

[Adult Cephalic | | 

[Cardiac |] 


ES 
Transesophageal [| 
transrectal | | 
Ea 
E 


Transvaginal e i 


Q 
O 


ES ERES, E i 
Tepe | woe | Noesss 
Musculo-skeleta! 
ess | Tr]e]e]e]r [e | [um 
COT COC T T ë T OT 


i 


i Peripheral vessel 


qq 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


I 


(Division Sign-Off) 
Division of Reproductive, Abdominal 


and Radiological Devices N : 
510{k) Number _. LO CX GO 


November 24, 2003 17 


Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 
Ultrasound Division 510(k) Submission 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): senesee (SONOLINE G50/G60 S Family) 


Device Name: VF13-5SP Linear Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


Color | Amplitude vena Combined Other 

oppler | Doppler madina (Specify) (Specify) 
[Ophthaimic | ci i ee ere ee 
petal See ESA e Sele 
Midi 3 I e RESI 
[ramo | |e]e]e] | e [e | June] musas] 
note 6 ae 
waose | |e|e|]e] | e | | | ewoc| meses | 
eurologica! 
Pediatric | [elelr | | e [| P jo tome]  Notes4s 
[agg e e e e [| [oo] esas 
[Neonatal Gephalo | [NIN] N| | N | N | [eMoc(n)|  Notes4s | 
Ter E e e i E e RS 
EE E SI E EO PO SUS elle E ee 
mea a DE ES ee RR ee 
GEES JE E dei e) a RS) DS GS a 
Transvagna O | O O T |__| | ES A 
EEE | O | | | | | 1 ae 
[ESC EA PE ES GE E DEE arl = e 
Peripheralvesse |__{P|P| P| | e | P | [em]  Noted45 | 
| laperoscopo i Es a e) es poe 
usculo-skeleta 
Conventional RES EE us: Eno ee 


BMDC Note 3,4,5 


e roer: 
Superficial 
[other (specityy | | | | J | | 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 - Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


(vison Sian-OF) 


pe! rari 

e Reproductive, Abdominal 

ance Tackiogical D 

se gical Devices K DOO 

DIAK Number (o O 
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Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 
Ultrasound Division 510{k) Submission 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): Resp (SONOLINE G50/G60 S Family) 


Device Name: 7.5L501 Linear Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 
Clinical Application 


i Calor 7 
Color | Amplitude .. {Combined Other 
ppg PWD: CWD Doppler | Doppler Nano (Specify) (Specify) 


Fece PE SR CR ee 

FS E I 08) O RES E a SI ESE: 

SR E O e I E E TE 

AA A oe | esas 
ee 
| Neurological 
Pane ES DS ee [DE I DOS ed 
FE E O E E E | [ene NT 
EE EIS 0 OS E te = ES EE SE ES CRS 
Tre TI 605 E E CR RS SR e 
EEE ES I I ee PS 
EEN I de dE sf === se 
EEE dI I 5 8 ee o O 
[transvaginal | | | | [| | [| |__| ei 
Transurethral | 1 |{_{__T_L_ 1 To | EE | 
EEE he E DS E ER e RI RD I 
EEE ei A O RR ooo 
meee 5 5655) e RES DR RS 
fee EA O | Teese] 
Conventional eo 
i I I 
Superficial 

NG EA NOE Pest Des RS ere eee 


Other {specify) i 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note2 Ensemble tissue harmonic imaging 

Note3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 8 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescriptian Use (Per 21 CFR 801.109) 


Lp tn 


(Division Sign- Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices 
510{k) Number reves 4? OHOOOD 
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Siemens Medical Solutions USA, inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 
Ultrasound Division 510(k) Submission 


Sud ll" mam 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (it known): — iter Memes TSONOLINE G50/G60 S Family) 


Device Name: 7.5L50Q Linear Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Clinical Application 


Ophthalmic 


Mode of Operation 
i Fetal 


RE atl ttl eee ni ~T Color | 
Color | Amplitude +» | Combined Other 
[a | a | u [ewo jowo] Doppler | Doppler | jam | (Specify) | (Specify) 
dl == | A maging 
Abdominal 


| = 
RE 
| | 
oe 
Note 6 
e | 
Neurological 
Pediatric ti si 
Re 
Note 1 
| Neonatal Cephalic | | 
| Adult Cephalic | | 
| Cardiac J | 


|| 
RE 
[Transrectal | | | 
[Transvaginal | | 
zi 

SE 

ER 

Bs 


Transurethral 


Intravascular 
Peripheral vessel | | 
Laparoscopic Res 


ERRA 

i Conventional 

[gd Fa (a O O E 
Superficial 

[other (speciyà | Li | | | | AA 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED} 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


{Division Sign-Off} iù Ga 


Division ot Reproductive, Abdominal, 


ano Fadiniogica! Devices KO ) LOG 
510{k) Number - QO 
ee Morse PES TA 
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Siemens Medical Solutions USA, Ine. SONOLINE G50/G60 S Diagnostic Ultrasound System 
Ultrasound Division 510(k) Submission 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (it known): s@@@@O@ (SONOLINE G50/G60 S Family) 


Device Name: LAP8-4 Laparoscopic Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


—— 


Mode of Operation 


80 ee ee ee ee A ; Color i 
Color | Amplitude  |Combined Other 
ele | [wo [ono Doppler | Doppler | Imaging | (Specity) | (Specify) 


Note 6 
ee 
Neurological 
[Pediatric 1 | | 
[SmallOrgan | | | 
a es 
|| 
Ei 


Note 3,4,5 


(Cardia | | 
[Transesophagea | |__| 
[Transe | | 
transvaginal [|] 
DO 

MEI 

— 


Transurethral 


jen] 
= 
Q 
O 


Note 3,4,5 


Musculo-skeletal 
Superficial 


E 
ERA 

Musculo-skeletal | 
Rae 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3. 3D imaging 

Note 4. B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdomina!, vascular 

Note 7 Contrast agent imaging 


{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


(Division Sian-OfFf} 


Division of Reproductive, Abdominal, 


and Gaciological Devices 
510k} Number | CO 4O 0G, ) 
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Siemens Medical Soiutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 
Ultrasound Division 510(k) Submission 


a Ce tt  ‘‘‘ ‘‘‘1#2—LÎ. Ill SI TI TI Zé TIooO[" VV 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): Reres (SONOLINE G50/G60 S Family) 


Device Name: P4-2 Phased Sector Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


i Color : 
Color | Amplitude ~ {Combined Other 
fe | m fewo] ewo] Doppler | Doppler | Imagino | (Speci) (Specify) 
P a e E S PE e EA 4 


EM 
[Neonatal Cephalic | | 
[Adult Cephalic |__| P| 
[Garda] |P] 
[ransesophagea | | 

= 
eae 


BMDC Note 2,3 
Note 2,3,7 


D 
< 
D 
O 
Z 


ies] 
= 
Q 
O 


E 
| 
[Transurethral | Ù | 
intravascular | | | | 
[Peripheral vess | | |. 
[Laparoscopic | | | | 
Musculo-skeleta! Ria 
Conventional 


E 
alae a O. RI 
Superficial 
Other (specify) | | | | || 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2. Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use {Per 21 CFR 801.109) 


Gil fe grano 
{Division Sian OF} È 


Distion af Reproductive, Abdominal 


and Radiological Devices ; e 
510k; Number "Ss KOJLO _ 
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Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 
510(k) Submission 


Ultrasound Division 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): dette 08888 (SO NOLINE G50/G60 S Family) 


Device Name: 5.0P10 Phased Sector Array Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
intended Use: Diagnostic imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


| Color Ta cido 
Color | Amplitude «4, | Combined Other 
fe | [awo [cwo] Doppler | Doppler | Inacio | (Specify) (Specity) 


Clinical Application 


Ommam ES O E i i el Sed) [Ea o SA 
Fe IL TPT PPP] e Te fo teme] Note? | 
Fasdomimar | lele PT | PU] PT | Moe 
cc i 
Abdominal 
a A a 
Neurological 
Pediatric | [elele] e| P [e jo {BM | Note? | 
CET 6 [E A ERR ESA e) DIS 
[Neonatal Cephas | | P {P| P| P | REDES 
[AduitCephalio | | | | BS ES GE: ERE 
[cardiaco ____| [PIP] E ESE 
ERES i = aes, 
| Essa e dI 
Es SS! ES 
pre SS! 


w 
e É 
5 
oo} 
ae 
5 © 
D o 
d 
2 
D 
© 
Si 


N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 


Lad 


{Division Sian-Off} 
Division of Reproductive, Abdominal, 


and Radiotogical Devices 
510k) Number — — SOCOHOOGO 
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Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Uttrasound System 
Ultrasound Division 510(k) Submission 


aS OO eee re 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): #@@9688%SONOLINE G50/G60 S Family) 
mao (Sequoia) (Transducer cleared as TE-V5M) 


Device Name: MPT7-4 Phased Sector Array TEE Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows: 


Mode of Operation 


Clinical Application ; Color r 
A PWD |CWD Color | Amplitude Velocity Combined Other 
Doppler | Doppler Imaging (Specify) (Specify) 


Intraoperative 
Abdominal 
Intraoperative 
Neurological 


Small Organ 
i (Specif 


: zeae 
[eeraa N 
aa 

E 


[Tran-esophages [| 
[ransreciai | 
Transvaginal [| 
EM 
— 


Transurethral 


Intravascular 


Peripheral vessel | | 
[Laparoscopic | | | 


Musculo-skeletal 
E 
Musculo-skeletal Ran 
| Other (specify) | | | |_| 


N =new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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Ultrasound Division 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (it known): #8988 (SONOLINE G50/G60 S Family) 


Device Name: CW2 Continuous Wave Doppler Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows: 


= 


Mode of Operation 


Color 
Velocity 
Imaging 


Combined Other 
(Specify) (Specify) 


Amplitude 
Doppler 


a 
| allel 
ei 
il N VO 
Abdominal 
E: 

Neurological 

Pediatric BIS 
[Small Organ | | | 
[Neonatal Cephalic | | | 
Adult Cephalic [| 
[Cardiac | | | 
transesophegi ||| 
[trensreda — |__| 
[Transvaginal | | | 
[Transurethral | | i 

intravascular = 
| Peripheral vessel | | | 
['sparoecoie |__|] 


Fosso 
Conventional 
gee | 
Superficial 

| 


Other (specify) 
N = new indication; P = previously cleared by FDA; E = added under Appendix E 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note 4 B&W SieScape panoramic imaging 

Note 5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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Siemens Medical Solutions USA, Inc. SONOLINE G50/G60 S Diagnostic Ultrasound System 
510(k) Submission 


Ultrasound Division 


Diagnostic Ultrasound Indications for Use Form 


510(k) Number (if known): stente SONOLINE G50/G60 S Family) 


Device Name: CW5 Continuous Wave Doppler Transducer for use with: 
SONOLINE G50/G60 S Diagnostic Ultrasound Systems 
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows: 


O oo o aaa 
Mode of Operation 
|| Clinical Application 


. Color 
Color | Amplitude ; Other 


Combined 
(Specify) 


< 
È 
8 
2 


(Specify) 


3 
D 
a 
3 
a 


Neonatal Cephalic 
Adult Cephalic 
Cardiac 


Nessi 
tea 
Trans-esophageal | i 
BE 
= 


Transrectal 

Transvaginal 

Transurethral ba 
Intravascular | | 
Peripheral vessel E 
Laparoscopic RE 
Musculo-skeletal 
Conventional 


Musculo-skeletal 
Superficial 
Other (specii) | | | A 
N = new indication; P = previously cleared by FDA; E = added under Appendix E 


i 
t 


Note 1 For example: breast, testes, thyroid, penis, prostate, etc. 
Note 2 Ensemble tissue harmonic imaging 

Note 3 3D imaging 

Note4 B&W SieScape panoramic imaging 

Note5 Power SieScape panoramic imaging 

Note 6 For example: abdominal, vascular 

Note 7 Contrast agent imaging 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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